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APPENDIX E TO SUBPART A OF PART 26—ELE-
MENTS TO BE CONSIDERED IN DEVELOPING A
TWO-WAY ALERT SYSTEM.

Subpart B—Specific Sector Provisions for
Medical Devices

26.31 Purpose.
26.32 Scope.
26.33 Product coverage.
26.34 Regulatory authorities.
26.35 Length and purpose of transition pe-

riod.
26.36 Listing of CAB’s.
26.37 Confidence building activities.
26.38 Other transition period activities.
26.39 Equivalence assessment.
26.40 Start of the operational period.
26.41 Exchange and endorsement of quality

system evaluation reports.
26.42 Exchange and endorsement of product

evaluation reports.
26.43 Transmission of quality system eval-

uation reports.
26.44 Transmission of product evaluation re-

ports.
26.45 Monitoring continued equivalence.
26.46 Listing of additional CAB’s.
26.47 Role and composition of the Joint Sec-

toral Committee.
26.48 Harmonization.
26.49 Regulatory cooperation.
26.50 Alert system and exchange of

postmarket vigilance reports.
APPENDIX A TO SUBPART B OF PART 26—REL-

EVANT LEGISLATION, REGULATIONS, AND
PROCEDURES.

APPENDIX B TO SUBPART B OF PART 26—SCOPE
OF PRODUCT COVERAGE.

APPENDICES C–F TO SUBPART B OF PART 26
[RESERVED]

Subpart C—‘‘Framework’’ Provisions

26.60 Definitions.
26.61 Purpose of this part.
26.62 General obligations.
26.63 General coverage of this part.
26.64 Transitional arrangements.
26.65 Designating authorities.
26.66 Designation and listing procedures.
26.67 Suspension of listed conformity as-

sessment bodies.
26.68 Withdrawal of listed conformity as-

sessment bodies.
26.69 Monitoring of conformity assessment

bodies.
26.70 Conformity assessment bodies.
26.71 Exchange of information.
26.72 Sectoral contact points.
26.73 Joint Committee.
26.74 Preservation of regulatory authority.
26.75 Suspension of recognition obligations.
26.76 Confidentiality.
26.77 Fees.

26.78 Agreements with other countries.
26.79 Territorial application.
26.80 Entry into force, amendment, and ter-

mination.
26.81 Final provisions.
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42 U.S.C. 216, 241, 242l, 262, 264, 265.
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§ 26.0 General.

This part substantially reflects rel-
evant provisions of the framework
agreement and its sectoral annexes on
pharmaceutical good manufacturing
practices (GMP’s) and medical devices
of the ‘‘Agreement on Mutual Recogni-
tion Between the United States of
America and the European Commu-
nity’’ (the MRA), signed at London
May 18, 1998. For codification purposes,
certain provisions of the MRA have
been modified for use in this part. This
modification is done for purposes of
clarity only and shall not affect the
text of the MRA concluded between the
United States and the European Com-
munity (EC), or the rights and obliga-
tions of the United States or the EC
under that agreement. Whereas the
parties to the MRA are the United
States and EC, this part is relevant
only to the Food and Drug Administra-
tion’s (FDA’s) implementation of the
MRA, including the sectoral annexes
reflected in subparts A and B of this
part. This part does not govern imple-
mentation of the MRA by the EC,
which will implement the MRA in ac-
cordance with its internal procedures,
nor does this part address implementa-
tion of the MRA by other concerned
U.S. Federal agencies. For purposes of
this part, the terms ‘‘party’’ or ‘‘par-
ties,’’ where relevant to FDA’s imple-
mentation of the MRA, should be con-
sidered as referring to FDA only. If the
parties to the MRA subsequently
amend or terminate the MRA, FDA
will modify this part accordingly,
using appropriate administrative pro-
cedures.
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